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Lessons learned from COVID-19 vaccine trials



At the beginning of the pandemic (March 2020)

• PRGLAC recommendations had been developed and disseminated

• Value of maternal immunization well-recognized; obstacles addressed

–Experience during the H1N1 2009 pandemic spotlighted pregnancy as a high-
risk condition and the consequent value of maternal influenza immunization

– Companies embarking on phase 3 trials of vaccines specifically developed 
for maternal immunization against respiratory syncytial virus (RSV)

• PREVENT (Pregnancy Research Ethics for Vaccines, Epidemics, and 
New Technologies) guidance had been developed and disseminated  



PREVENT Guidance

• 22 Recommendations across 3 domains to equitably and responsibly 
include the interests of pregnant people and their offspring in the 
development and delivery of epidemic vaccines

https://doi.org/10.1016/j.vaccine.2019.01.011



PREVENT Guidance in the context of the COVID-19 pandemic

• Recommendation #7: Pregnant women should not be left behind as new 
technologies are developed

• Recommendation #9: Non-clinical studies required prior to clinical evaluation during 
pregnancy ( DART studies) should be conducted early in clinical development, as 
promising and appropriate candidates move to phase 2  

• Recommendation #11: Pregnant women should have the opportunity to enroll in 
studies conducted during outbreaks when prospect of benefit >risk for pregnant 
women, their offspring, or both 

• Recommendation #17: Pregnant women should be offered vaccines as part of an 
outbreak or epidemic response.



Mandavilli, NYT, 4/4/20

April 2020 and beyond: early and sustained calls for 
inclusion of pregnant people in clinical trials for 
COVID-19 vaccines and therapeutics

*Clare L Whitehead, Susan P Walker
The Lancet, Vol 395 May 23, 2020 
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https://doi.org/10.1016/j.vaccine.2020.12.074

https://doi.org/10.1016/j.vaccine.2020.12.074


Data on risks of COVID-19 infection and benefits of vaccination to 
both mother and infant continue to accrue



PREVENT Guidance in the context of the COVID-19 pandemic

• Recommendation #7: Pregnant women should not be left behind as new 
technologies are developed

• Recommendation #9: Non-clinical studies required prior to clinical evaluation during 
pregnancy ( DART studies) should be conducted early in clinical development, as 
promising and appropriate candidates move to phase 2  

• Recommendation #11: Pregnant women should have the opportunity to enroll in 
studies conducted during outbreaks when prospect of benefit >risk for pregnant 
women, their offspring, or both 

• Recommendation #17: Pregnant women should be offered vaccines as part of an 
outbreak or epidemic response. 

𝙭

𝙭

𝙭



Delays in acceptance of COVID-19 vaccination during pregnancy

https://covid.cdc.gov/covid-data-tracker/#vaccinations-pregnant-women

% of U.S. Pregnant People Fully Vaccinated with 
COVID-19 vaccine as of 14 June 2022

Healthy Mum, Heathy Baby, Healthy Future: The Case for UK Leadership in 
the Development of Safe, Effective and Accessible Medicines for Use in 
Pregnancy



Toward fair inclusion: some lessons for the future

1. Pregnant people are not at lower risk from infectious disease threats; they are either at 
equal or higher risk than their non-pregnant peers

-- at minimum, they deserve fair access to clinical trials when benefits > risks

-- consider double benefit (pregnant person and infant) 

2. Pregnant people ≠ lactating people ≠ children

-- “Special Population” designation may not serve the interests of any

3. An environment favorable to maternal immunization and with sufficient financial 
resources was insufficient to foster timely inclusion of pregnant people in COVID-19 
vaccine trials during a PHE, even as historic efforts were made to enhance diversity and 
inclusion of other populations.

4. Based upon this experience, legislative remedies should be considered to ensure fair 
inclusion of pregnant and lactating people in clinical trials. 



www.gavi.org

Future epidemics/pandemics may increase 
the risk of inequity for pregnant persons



Extra slides



The Presumption of Exclusion Exclusion 
from 

research

Lack of 
Evidence

Exclusion 
from 

delivery

perpetuated cycle 
of exclusion and 
evidence gaps on 
products and 
platforms

Morally unacceptable… need a new paradigm!



The Presumption of Inclusion: a virtuous cycle

Greater knowledge 
about platforms, 
adjuvants, and 
vaccine technologies 
to inform future 
research and use



COVID-19 vaccine policies for pregnant and lactating people worldwide.

COVID-19 Maternal Immunization Tracker (COMIT) provides:

• a global snapshot of public health policies that influence access to 
COVID-19 vaccines for pregnant and lactating people. 

• maps, tables and country profiles to document the response to the 
dynamic state of the pandemic and emerging evidence. 

Exclusion 
from 

research

Lack of 
Evidence

Exclusion 
from 

delivery

perpetuated cycle 
of exclusion and 
evidence gaps on 
products and 
platforms

https://www.comitglobal.org/

What have we learned about data-driven policy decisions?



COVID-19 vaccine policies for pregnant and lactating people worldwide.

Policies for COVID-19 vaccination during pregnancy have 

evolved over time

23 April 2021 16 November 2021

www.comitglobal.org
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